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DETAILED ACTION 
Response to Arguments 
1. Applicant's arguments with respect to claims 1-16,18-35 have been considered but 
are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

Claims 1-16,18-37 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ohki et al. US Patent 5,647,349 in view of Chiprich et al. US Patent 5,614,217 
1 . Ohki et al. disclose an aerosolization system comprising all claimed limitation 
(see fig. 8) except for the wall having a weakened portion that opens when a force is 
applied, whereby an opening into the receptacle may be created at the weakened portion 
before, during, or after insertion of the receptacle into the chamber by applying a force to 
the receptacle. Chiprich et al. teach a capsule which is brittle so that it can be 
broken using finger pressure (see col.2 lines 13-14). Also teach a breakable capsule 
with a single (see fig.2) or multiple (see fig.3) score line to provide a focal point for 
applying pressure to the capsule so that it may be readily broken for release of its 
contents (see col.4 lines 1-6). Therefore, it would have been obvious to one of 
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ordinary skills in the art at the time the invention was made to modify the capsule of 
Ohki in order to provide a brittle capsule with score lines creating weakened 
portions to the capsule as taught by Chiprich for the purposes of creating a focal 
point at the weakened portion where a pressure would be applied to break and 
release the powder contents enclosed in the capsule. 

2. As to claim 2, Ohki et al. do not disclose a system according to claim 1 wherein 
the weakened portion comprises a region of the wall altered so as to fracture at a force 
less than would be necessary without the alteration. As to claim 2, Chiprich et al. teach 
a capsule with multiple score lines (see fig.3, seems to depict spaced apart score 
lines, therefore the capsule wall is considered to have altered regions of weakened 
portion at the score lines, see also col.4 lines 5-6) that help to both control the 
breaking point and to reduce the pressure needed to induce breakage of the capsule 
to release the fill material contained therein (see col.3 lines 58-63). Therefore, it 
would have been obvious to one of ordinary skills in the art at the time the invention 
was made to modify the capsule of Ohki in view of Chiprich in order to provide a 
region of the wall comprising altered weakened portion for the purposes of reducing 
the pressure needed to induce breakage of the capsule to release the fill material 
contained therein. 

3. As to claim 3, Ohki et al. however do not disclose the weakened portion 
comprises a scored region. As to claim 3, Chiprich et al. teach a capsule which is 
brittle so that it can be broken using finger pressure (see col.2 lines 13-14). Also 
teach a breakable capsule with a single (see fig.2) or multiple (see fig.3) score line to 
provide a focal point for applying pressure to the capsule so that it may be readily 
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broken for release of its contents (see col.4 lines 1-6). Therefore, it would have been 
obvious to one of ordinary skills in the art at the time the invention was made to 
modify the capsule of Ohki in order to provide a brittle capsule with score lines 
creating weakened portions to the capsule as taught by Chiprich for the purposes of 
creating a focal point at the weakened portion where a pressure would be applied to 
break and release the powder contents enclosed in the capsule. 

4. As to claim 8, Ohki et al. do not disclose a system according to claim 7 wherein 
the opening mechanism comprises an opening member having a blunt tip. A close review 
of the applicant's disclosure reveals that the applicant has not established 
criticalities regarding a particular tip used with the opening member. Therefore, it 
would have been obvious to one of ordinary skills in the art at the time the invention 
was made to provide an opening member having either a blunt tip or an inclined cut 
needle tip as disclosed by Ohki where both tips are capable of perforating a capsule. 

5. As to claim 10, Ohki et al. do not disclose a system according to claim 9 
wherein the capsule comprises a wall comprising one or more of gelatin, hydroxypropyl 
methylcellulose, polyethyleneglycol-compounded hydroxypropyl methylcellulose, 
hydroxyproplycellulose, and agar. As to claim 10, Chiprich et al. teach capsule wall 
composition of gelatin and cellulose/starch contents (see col.2 lines 55-68 and col.3 
lines 1-18) providing a vehicle for dispensing pre-measured medicaments (see col.3 
lines 29-30). Also teach the biodegradable nature of the gelatin capsule provides for 
consumer acceptance of disposable products. Since the capsules as taught by 
Chiprich contain a non-hygroscopic plasticizer, they require less moisture resistance 
in their packaging than traditional soft gelatin capsules and therefore provide cost 
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efficiency because of less expensive packaging materials being required (see col.3 
lines 38-45). Therefore, it would have been obvious to one of ordinary skills in the 
art at the time the invention was made to add gelatin and cellulose contents to the 
wall of Ohki in view of Chiprich for the purposes of creating a medicine dispensing 
vehicle that requires less moisture resistance in their packaging than traditional soft 
gelatin capsules, therefore further providing cost efficiency because of less expensive 
packing materials. 

6. As to claim 12, Ohki et al. do not disclose a system according to claim 1 1 
wherein the powder pharmaceutical formulation comprises particles having a mass 
median diameter less than 10 gm. A close review of the applicant's discloser reveals 
"a particle size selected to permit penetration into the alveoli of the lungs" (see 
specification page 18, lines 14-15). The mass median diameter will vary depending 
on the releasing site/the type of tissue absorbing that medication. Mass median 
diameter can be made smaller or larger to respectively increase or decrease the 
absorbent nature of the tissue. The medicine administering device disclosed by Ohki 
is a powder-state medicine filled in a capsule can be employed for a patient with 
asthma (see col.l lines 11-13). Therefore, it would have been obvious to one of 
ordinary skills in the art while preparing the pharmaceutical formulation particles 
for an asthma patient with a mass median diameter smaller for the purposes of 
increasing the absorbent efficiency of the lung tissue to rapidly reduce possible 
breathing difficulties experienced by an asthma patient. 

7. As to claim 13, Ohki et al. do not disclose a system according to claim 1 1 
wherein the powder pharmaceutical formulation has moisture content below 5% by 
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weight. A close review of the disclosure reveals that the applicant prefers a 
moisture content below about 10% by weight, usually below about 5% by weight, 
and preferably below about 3% by weight, also discloses such powder are described 
in the prior art (see specification page 18, lines 21-25). A range of moisture content 
(below 10%-below about 3%) presented by the applicant is recognized, however the 
applicant has not established criticalities between a moisture content of 10% or 3% 
by weight. As to claim 13, Chiprich et al. teach, a brittle gelatin capsule comprises 
about 5-15% water by weight. Therefore, it would have been obvious to one of 
ordinary skills in the art at the time the invention was made to modify the capsule of 
Ohki in view of Chiprich in order to provide a moisture content of 5-15% since it is 
well known in the art that a low water content is advantageously used in the process 
of making a powder-like medicine for the purposes of increasing the drying process 
of the powder. 

8. As to claim 27, Ohki et al. however do not disclose having a weakened portion 
that opens when a force is applied; and a pharmaceutical formulation (receptacle is a 
capsule, see col.2 line 30-31, it is obviously well know in the art that a capsule 
inherently contain powder-like medicine of some pharmaceutical formulation) 
within the wall, whereby an opening (opening is created by a opening member 27, see 
fig.2), may be created at the weakened portion before, during, or after insertion of the 
receptacle into the chamber by applying a force to the receptacle. As to claim 27, 
Chiprich et al. teach a capsule which is brittle so that it can be broken using finger 
pressure (see col.2 lines 13-14). Also teach a breakable capsule with a single (see 
fig.2) or multiple (see fig.3) score line to provide a focal point for applying pressure 
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to the capsule so that it may be readily broken for release of its contents (see col.4 
lines 1-6), Therefore, it would have been obvious to one of ordinary skills in the art 
at the time the invention was made to modify the capsule of Ohki in order to provide 
a brittle capsule with score lines creating weakened portions to the capsule as taught 
by Chiprich for the purposes of creating a focal point at the weakened portion 
where a pressure would be applied to break and release the powder contents 
enclosed in the capsule. 

9. As to claim 28, Ohki et al. do not disclose a receptacle according to claim 27 
wherein the weakened portion comprises a region of the wall altered so as to fracture at a 
force less than would be necessary without the alteration. As to claim 28, Chiprich et 
al. teach a capsule with multiple score lines (see fig.3, seems to depict spaced apart 
score lines, therefore the capsule wall is considered to have altered regions of 
weakened portion at the score lines, see also col.4 lines 5-6) that help to both control 
the breaking point and to reduce the pressure needed to induce breakage of the 
capsule to release the fill material contained therein (see col.3 lines 58-63). 
Therefore, it would have been obvious to one of ordinary skills in the art at the time 
the invention was made to modify the capsule of Ohki in view of Chiprich in order 
to provide a region of the wall comprising altered weakened portion for the 
purposes of reducing the pressure needed to induce breakage of the capsule to 
release the fill material contained therein. 

10. As to claim 29, Ohki et al. however do not disclose the weakened portion 
comprises a scored region. As to claim 29, Chiprich et al. teach a capsule which is 
brittle so that it can be broken using finger pressure (see col.2 lines 13-14). Also 
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teach a breakable capsule with a single (see fig.2) or multiple (see fig.3) score line to 
provide a focal point for applying pressure to the capsule so that it may be readily 
broken for release of its contents (see coL4 lines 1-6). Therefore, it would have been 
obvious to one of ordinary skills in the art at the time the invention was made to 
modify the capsule of Ohki in order to provide a brittle capsule with score lines 
creating weakened portions to the capsule as taught by Chiprich for the purposes of 
creating a focal point at the weakened portion where a pressure would be applied to 
break and release the powder contents enclosed in the capsule. 

11. As to claim 30, Ohki et al. do not disclose a receptacle according to claim 27 
wherein the weakened portion is opened when a blunt force is applied. A close review of 
the applicant's disclosure reveals that the applicant has not established criticalities 
regarding a particular tip used with the opening member. Therefore, it would have 
been obvious to one of ordinary skills in the art at the time the invention was made 
to provide an opening member having either a blunt tip or an inclined cut needle tip 
as disclosed by Ohki where both tips are capable of perforating a capsule. 

12. As to claim 32, Ohki et al. do not disclose a receptacle according to claim 31 
wherein the capsule comprises a wall comprising one or more of gelatin, hydroxypropyl 
methylcellulose, polyethyleneglycol-compounded hydroxypropyl methylcellulose, 
hydroxyproplycellulose, and agar. As to claim 32, Chiprich et al. teach capsule wall 
composition of gelatin and cellulose/starch contents (see col.2 lines 55-68 and col.3 
lines 1-18) providing a vehicle for dispensing pre-measured medicaments (see col.3 
lines 29-30). Also teach the biodegradable nature of the gelatin capsule provides for 
consumer acceptance of disposable products. Since the capsules as taught by 



Application/Control Number: 1 0/729,832 Page 9 

Art Unit: 3743 

Chiprich contain a non-hygroscopic plasticizer, they require less moisture resistance 
in their packaging than traditional soft gelatin capsules and therefore provide cost 
efficiency because of less expensive packaging materials being required (see col.3 
lines 38-45). Therefore, it would have been obvious to one of ordinary skills in the 
art at the time the invention was made to add gelatin and cellulose contents to the 
wall of Ohki in view of Chiprich for the purposes of creating a medicine dispensing 
vehicle that requires less moisture resistance in their packaging than traditional soft 
gelatin capsules, therefore further providing cost efficiency because of less expensive 
packing materials. 

13. As to claims 33-35 Ohki et al. do not disclose a receptacle according to claim 33 
wherein the powder pharmaceutical formulation comprises particles having a mass 
median diameter less than 10 gm. A close review of the disclosure reveals that the 
applicant prefers a moisture content below about 10% by weight, usually below 
about 5% by weight, and preferably below about 3% by weight, also discloses such 
powder are described in the prior art (see specification page 18, lines 21-25). A 
range of moisture content (below 10%-below about 3%) presented by the applicant 
is recognized, however the applicant has not established criticalities between a 
moisture content of 10% or 3% by weight. Chiprich et al. teach, a brittle gelatin 
capsule comprises about 5-15% water by weight. Therefore, it would have been 
obvious to one of ordinary skills in the art at the time the invention was made to 
modify the capsule of Ohki in view of Chiprich in order to provide a moisture 
content of 5-15% since it is well known in the art that a low water content is 
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advantageously used in the process of making a powder-like medicine for the 
purposes of increasing the drying process of the powder. 



Conclusion 

26. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shumaya B. Ali whose telephone number is 571-272- 
6088. The examiner can normally be reached on M-F 8:30 am-4: 30 pm. 

27. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Henry Bennett can be reached on 571-272-4791. The fax phone number for 

the organization where this application or proceeding is assigned is 571-273-6088. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the ElectronicJ3usiness 
Center (EBC) at 866-217-9197 (toll-free). Sy 
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